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Date Prepared: July 29. 2005
Trade Name: NUBIC TM Spinal Implant
Classification 21 CFR 888.3060
Name and
Number:
Product Code: MQP
Predicate Device RABEATM cleared under K043316.
Device Description: The NUBICTM Spinal implant is a rectangular frame. The upper and

lower aspects of the implant are open and the walls feature spikes which
assist in the positive anchorage and seating of the implant between the
superior and inferior vertebral bodies.

The frame is forged from PEEK (PEEK-OPTIMA TM LTI), which is
radioluccnt, and incorporates small Titanium alloy (TiAI6V4) marker
pins so the device can be located within the body. The marker pins
meet ASTM F-136 and ISO 5832/3.

The NUBIC' m Spinal Implant is available in a variety of sizes ranging
from 4mm to 30mm. This enables the surgeon to choose the size suited
to the individual pathology and anatomical condition. The NUBIC'TM

may be implanted individually or in pairs.
Intended Use: The NUBICTM Spinal Implant is indicated for use to replace a vertebral

body that has been resected or excised due to tumor or trauma/fracture.
The device is intended for use as a vertebral body replacement in the
thoracolumbar spine (from TI to L5) and is intended for use with
supplemental internal fixation.

The NUBIC'TM may be implanted singularly or in pairs.

The supplemental internal fixation systems that may be used with the
NUBIC 'm Spinal Implant and include, but are not limited to, SIGNUS
CONKLUSION System, DePuy AcroMed titanium plate or rod systems
(Kaneda SR, University Plate, M2, ISOLA, VSP, Moss, TiMX, and
Profile).

Statement of The subject device and predicate device have the following similarities:
Technological · The same indication for use;
Comparison · The same operating principle;

* The same basic design;
* The same materials;
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* Implanted using the same surgical techniques and equipment;
* Used in conjunction with the same types of supplemental

internal fixation systems;
* The same manufacturing environment;
* The same sterilization process; and
* The same packaging configurations.

In summary, the NUBIC TM , as described in this submission is, in the
opinion of Signus Medical, LLC., substantially equivalent to the
predicate device.

Conclusion: The NUBICTM as modified in this submission, is substantially
equivalent to the predicate device, RABEATM cleared under K0433 16.
This conclusion is based upon the similarities of the devices in terms of
functional design, indication for use, principles of operation, materials,
and performance characteristics.
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